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Title  42 — Public  Health 

CHAPTER  I — PUBLIC  HEALTH  SERVICE,* 

DEPARTMENT  OF  HEALTH,  EDUCATION, 

AND  WELFARE 

PART  51— GRANTS  TO  STATES  FOR  COM¬ 
PREHENSIVE  HEALTH  PLANNING  AND 

PUBLIC  HEALTH  SERVICES 

PART  100— COST  CONTAINMENT  AND 
QUALITY  CONTROL 

Limitation  on  Federal  Participation  for 
Capital  Expenditures 

On  August  3,  1973,  there  was  published 
in  the  Federal  Register  (38  FR  20994- 
20998)  a  notice  of  proposed  rule  making 
regarding  the  implementation  of  section 
1122  of  the  Social  Security  Act  (42  U.S.C. 
1320a^l)  as  added  by  section  221(a)  of 
the  Social  Security  Amendments  of  1972 
(86  Stat.  1386-89)  entitled  “Limitation 
on  Federal  Participation  for  Capital  Ex¬ 
penditures”.  Interested  persons  were 
given  imtil  September  4,  1973,  to  submit 
w’ritten  comments  or  suggestions  there¬ 
on.  On  September  25,  1973,  there  was 
published  in  the  Federal  Register  (38 
FR  26730)  a  notice  and  text  of  proposed 
rulemaking  which  proposed  to  add  a  new 
section  to  the  proposed  regulations  of 
August  3,  1973.  This  new  section  proposed 
to  implement  section  1122(c)  of  the  Act, 
relating  to  payments  to  the  States  by  the 
Secretary  from  the  Federal  Hospital  In¬ 
surance  Trust  Fund  for  the  performance 
of  functions  imder  section  1122(b).  In¬ 
terested  persons  were  given  until  Octo¬ 
ber  10,  1973,  to  submit  written  comments 
or  suggestions  thereon.  Comments  and 
suggestions  received  with  regard  to  these 
two  notices  of  proposed  rule  making, 
responses  thereto,  and  changes  in  the 
proposed  regulation  are  summarized 
below. 

1.  What  was  designated  as  42  CFR 
Part  81  has  been  redesignated  as  42  CJFR 
Part  100,  Subpart  A.  Accordingly,  refer¬ 
ence  below  to  §  100.101,  for  example, 
correspond  to  §  81.101  of  the  notice  of 
proposed  rulemaking. 

2.  It  was  suggested  that  the  definition 
of  “person”  be  broadened  to  include 
States  and  subdivisions  thereof,  includ¬ 
ing  municipal  corpiorations.  Section 
100.102(d)  has  been  revised  accordingly. 

3.  The  definition  of  “health  mainte¬ 
nance  organization”  was  the  subject  of 
several  comments.  The  propiosal  that  the 
definition  found  in  section  1876(b)  of 
the  Social  Security  Act  be  substituted  for 
the  proposed  definition  has  been  re¬ 
jected.  The  definition  has  been  revised, 
however,  so  that  the  organization  need 
not  be  reimbursed  for  the  provision  of 
services  to  enrollees  “solely”  on  a  pre¬ 
determined  periodic  rate  basis  (§  100.102 
(f)  (2)  and  §  51.4(i)  (5)  (ii) ) . 

4.  Several  commenters  have  objected 
to  a  bias  against  health  maintenance 
organization,  since  such  organizations 
are  regulated  while  other  delivery  sys¬ 
tems  are  not  so  regulated.  It  is  felt,  how¬ 
ever,  that  the  regulations  reflect  the 
intent  of  the  statute. 

5.  Many  comments  were  received  with 
respect  to  the  definition  of  “health  care 
facility”.  The  proposal  that  independent 
laboratories  be  included  within  the 


definition  has  been  rejected  as  unwar¬ 
ranted.  A  pr(HX>sed  further  distinction 
in  the  regulation  between  organized  am¬ 
bulatory  health  care  facilities  and  cor¬ 
porate  practices  of  medicine  has  been 
rejected  as  impractical. 

6.  A  provision  has  been  added  to 
§  100.103  which  indicates  that  proposed 
capital  expenditures,  the  obligation  for 
which  is  incurred  before  the  effective 
date  of  the  agreement  (which  may,  at 
the  option  of  the  State,  be  earlier  than 
the  date  on  which  such  agreement  is 
entered  into  (but  not  prior  to  Jan.  1, 
1973)  where  the  State  review  procedure 
in  existence  on  such  earlier  date  satis¬ 
fies  the  requirements  of  sec.  1122  and 
these  regulations)  entered  into  pursuant 
to  §  100.104,  are  not  subject  to  review 
imder  this  subpart. 

7.  The  definition  of  a  “force  account 
expenditure”  has  been  revised  in  accord¬ 
ance  with  a  suggestion  received 
(§  100.103(a)  (D). 

8.  The  definition  of  “capital  expendi¬ 
ture”  was  the  subject  of  many  com¬ 
ments.  It  was  suggested  that  only  ex¬ 
penditures  which  exceed  $100,000  and 
which  change  the  services  provided  or 
the  number  of  beds  in  a  facility  be  sub¬ 
ject  to  this  subpart.  Tliis  suggestion  is 
rejected  as  inconsistent  with  the  lan¬ 
guage  of  the  statute.  A  “change”  in  the 
bed  capacity  of  a  facility  has  been  fur¬ 
ther  defined  so  as  to  include  increases 
or  decreases  in  bed  capacity  (§  100.103 
(a)  (2)  (iii)). 

9.  Sec.  100.103(a)  (2)  (V)  has  been  re¬ 
vised  to  piermit  the  designated  planning 
agency  (DPA)  to  exempt  from  review 
changes  in  proposed  capital  expenditures 
which  result  in  increased  or  decreased 
costs  but  are  not  related  to  changes  in 
bed  capacity  or  substantial  changes  in 
service. 

10.  Donations  of  facilities  or  equip¬ 
ment  will  be  subject  to  review  only  if 
reimbursements  for  services  provided 
under  titles  V,  XVIII  and  XIX  are  or 
will  be  applied  to  depreciation  or  other 
capital  expenses  related  to  such  facili¬ 
ties  or  equipment  (§  100.103(b)  (2) ). 

11.  The  proposal  that  simple  acquisi¬ 
tions  of  facilities  be  exempted  from  re¬ 
view  has  been  rejected,  because  such 
acquisitions  are,  by  definition,  “capital 
expenditures”  which  are  subject  to  the 
terms  of  the  statute. 

12.  A  provision  has  been  added  which 
indicates  that  a  decision  by  the  DPA 
that  a  proposed  expenditure  is  not  sub¬ 
ject  to  review  under  this  subpart,  is  final 
and  binding  upon  the  Secretary.  A  de¬ 
cision  by  the  designated  planning  agency 
that  a  proposed  expenditure  is  subject 
to  review  under  this  subpart  may,  how¬ 
ever,  be  appealed  by  the  person  propos¬ 
ing  the  expenditure  to  the  Secretary, 
Pending  such  appeal,  further  review  of 
the  proposal  will  be  suspended  (§  100.103 
(d)), 

13.  The  designated  planning  agency  is 
now  required  to  disseminate  its  proce¬ 
dures  for  review  to  all  health  care  facili¬ 
ties  and  health  maintenance  organiza¬ 
tions  within  the  State.  (§  100.106(a)(1)). 

14.  Section  100.106(a)  (4)  has  been 
clarified  to  indicate  that  the  review  of 


a  proposed  capital  expenditure  niust  be 
completed  within  90  days  of  receipt  by 
the  DPA  of  the  proposal,  or  prior  to  the 
date  on  which  the  proposed  obligation 
win  be  Incurred  (which  must,  pursuant 
to  S  100.106(a)  (1),  be  at  least  60  days 
after  receipt  of  notification  of  the  pro¬ 
posal  by  the  DPA) ,  whichever  is  earlier, 
unless  toe  person  proposing  the  expendi¬ 
ture  agrees  to  a  longer  period. 

15.  §  100.106(a)  (4)  (ii)  has  been  clari¬ 
fied  to  indicate  that  the  decision  by  a 
DPA  not  to  review  a  proposed  expendi¬ 
ture  will  be  equivalent  to  a  determina¬ 
tion  that  such  expenditure  is  in  con¬ 
formity  with  the  standards,  criteria,  and 
plans  described  in  §  100.104(a)  (2) .  In 
such  event,  the  DPA  must  notify  the 
Secretary  of  the  reasons  for  its  election 
not  to  review  such  proposed  expenditure. 

16.  The  procedures  governing  the 
hearings  to  be  provided  pursuant  to 
§  100.106(c)  have  been  further  refined. 
The  hearing  must  be  commenced  within 
30  days  after  the  request  for  such  hear¬ 
ing  has  been  received,  or  later  at  the 
option  of  toe  person  requesting  the  hear¬ 
ing.  The  decision  of  the  hearing  oflBcer 
must  be  rendered  within  45  days  of  the 
conclusion  of  the  hearing,  or  else  the 
proposed  expenditure  will  be  considered 
to  be  in  conformity  with  the  standards, 
criteria,  and  plans  described  in  §  100.104 
(a)  (2) .  The  hearing  officer’s  findings  will 
supersede  (not  “constitute”)  those  of 
the  DPA.  Section  100.106(c)  (2)  (iii)  has 
been  revised  to  require  that  the  record 
to  be  kept  of  toe  hearing  need  only 
satisfy  applicable  State  law. 

The  request  by  some  commenters  that 
sec.  314(b)  agencies  be  afforded  an  op¬ 
portunity  for  a  hearing  where  the  DPA 
reaches  a  finding  with  which  the  (b) 
agency  disagrees  has  been  rejected,  on 
the  ground  that  the  statute  provides  for 
a  hearing  only  “to  the  person  proposing 
(toe)  capital  expenditure”. 

17.  The  criteria  for  review,  contained 
In  §  100.107  and  in  §51.4(i),  were  the 
subject  of  several  comments.  The  crite- 
ri(Mi  described  in  §  100.107(d)  and  §  51.4 
(i)  (iv)  now  refers  to  “improved  quality 
of  care”  as  well  as  “cost  containment”. 
The  same  criterion  has  also  been  ex¬ 
panded  to  include  a  reference  to  foster¬ 
ing  cost  containment  and  improved 
quality  of  care  through  increased  com¬ 
petition  between  different  health  serv¬ 
ices  delivery  systems.  Although  this  cri¬ 
terion  may  at  times  conflict  with  the 
criterion  described  in  §  100.107(a)  and 
§  51.4(i)  (iv),  it  is  felt  that  this  factor 
should  be  included  in  toe  consideration 
of  proposed  expenditures. 

The  suggestion  that  the  criteria  pro¬ 
vide  for  special  consideration  to  be  given 
to  proposed  capital  expenditures  for,  or 
relating  to,  health-related  teaching  and 
research  has  been  rejected,  on  the  ground 
that  consideration  of  the  need  for  such 
facilities  is  implied  in  the  proposed  cri¬ 
teria,  and  that  to  give  them  additional 
priority  status  would  be  Inconsistent 
with  the  purpose  of  section  1122. 

18.  Section  100.109(a)  was  corrected  so 
that  the  word  “less”  in  the  first  sentence 
now  reads  “more”.  The  option  contained 
in  the  proviso  of  this  paragraph,  to  ex- 
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tend  the  period  during  which  an  obliga¬ 
tion  may  be  incurred,  now  lies  with  the 
DPA,  not  the  SecretaiT. 

19.  A  number  of  minor  editorial 
changes  were  made,  and  a  number  at 
typographical  errors  were  corrected. 

Effective  date:  These  regulations  are 
effective  on  November  9,  1973. 

Dated:  October  25, 1973. 

Charles  C.  Edwards, 
Assistant  Secretary  for  Health. 

Approved:  November  5, 1973. 

Frank  C.  Carlucci, 

Acting  Secretary  of  Health, 
Education,  and  Welfare. 

1.  Paragraph  (i)  of  42  CFR  51.4  is 
amended  to  read  as  follows: 

§  51.4  State  program  requirements. 

•  •  *  •  * 

(i)  Program  for  capital  expenditures. 
(1)  The  State  program  must  incorporate 
by  reference  a  written  program  providing 
for  assisting,  through  consultation,  pro¬ 
vision  of  Information,  and  advice,  each 
health  care  facility  and  health  mainte¬ 
nance  organization  in  the  State  to  devel¬ 
op  a  program  for  capital  expenditures  for 
replacement,  modernization,  and  expan¬ 
sion  in  accordance  with  criteria  which 
will  meet  the  needs  of  the  State  for 
health  care  facilities,  equipment  and 
services  without  duplication  and  other¬ 
wise  in  the  most  efiftcient  and  economical 
manner.  Such  criteria  will  be  established 
by  the  Secretary  after  consultation  with 
the  State,  and  will  be  based  on  the  fol¬ 
lowing  considerations: 

(1)  Whether  a  proposed  project  is 
needed  or  projected  as  necessary  to  meet 
the  needs  in  the  community  in  terms  of 
health  services  required:  Provided,  That 
projects  for  highly  specialized  services 
which  will  draw  from  patient  population 
outside  the  community  will  receive  ap¬ 
propriate  consideration; 

(ii)  Whether  a  proposed  project  can 
be  adequately  staffed  and  operated  when 
completed; 

(ill)  Whether  a  proposed  capital  ex- 
penditme  is  economically  feasible  and 
can  be  accommodated  in  the  patient 
charge  structure  of  the  health  care  facil¬ 
ity  or  health  maintenance  organization 
without  imreasonable  increases; 

(iv)  Whether  a  project  will  foster  cost 
containment  or  improved  quality  of  care 
through  improved  efBciency  and  pro¬ 
ductivity,  including  promotion  of  cost- 
effective  factors  such  as  ambulatory 
care,  preventive  health  care  services, 
home  health  care,  and  design  and  con¬ 
struction  economies,  or  through  in¬ 
creased  competition  between  different 
health  services  delivery  systems. 

(2)  The  State  agency  furnishing  such 
assistance  shall  periodically  review  such 
capital  expenditure  program  of  each 
health  care  facility  or  health  mainte¬ 
nance  organization  in  the  State  and  rec¬ 
ommend  appropriate  modification 
thereof. 

(3)  The  assistance  and  review  re¬ 
quired  imder  this  psiragraph  may  be  pro¬ 
vided  either  by  the  State  comprehensive 


health  planning  agency  itself,  or,  imder 
such  State  agency’s  control  and  supervi¬ 
sion,  by  a  local  public  or  private  nonprofit 
agency,  or  by  another  Stete  agency  qual¬ 
ified  and  authorized  to  provide  such  as¬ 
sistance  and  designated  in  the  State  pro¬ 
gram  as  the  agency  with  the  primary 
responsibility  therefor. 

(4)  For  purposes  of  this  section,  the 
term  “health  care  facility”  includes  hos¬ 
pitals,  psychiatric  hospitals,  tuberculosis 
hospitals,  skilled  nursing  facilities,  home 
health  agencies,  and  providers  of  outpa¬ 
tient  physical  therapy  services  (Including 
speech  pathology  services)  as  defined  in 
section  1861(e),  (f),  (g),  (j),  (o)  and 
(p),  respectively,  of  the  Social  Security 
Act  (except  that  such  term  shall  not  ap¬ 
ply  with  respect  to  outpatient  physical 
therapy  services  performed  by  a  physical 
therapist  in  his  office  or  in  a  patient’s 
home) ;  kidney  disease  treatment  cen¬ 
ters,  Including  freestanding  hemodialysis 
units;  intermediate  care  facilities  as  de¬ 
fined  in  section  1905(c)  of  the  Social  Se¬ 
curity  Act;  and  organized  ambulatory 
health  care  facilities  such  as  health  cen¬ 
ters,  family  planning  clinics,  and  fa¬ 
cilities  providing  surgical  treatment  to 
patients  not  requiring  hospitalization 
(surgicenters) ,  which  are  not  part  of  a 
hospital  but  which  are  organized  and 
operated  to  provide  medical  care  to  out¬ 
patients. 

(5)  For  purposes  of  this  section,  the 
term  “health  maintenance  organization” 
means  a  public  or  private  organization, 
organized  under  the  laws  of  any  State 
which 

(i)  Provides  or  otherwise  makes  avail¬ 
able  to  enrolled  participants  health  care 
services,  including  at  least  the  following 
basic  health  care  services;  usual  physi¬ 
cian’s  services,  hospitalization,  labora¬ 
tory,  x-ray,  emergency  and  preventive 
services,  and  out-of-area  coverage; 

(ii)  Is  compensated  (except  for  copay¬ 
ments)  for  the  provision  of  the  basic 
health  care  services  listed  in  subsection 
(i)  of  this  subparagraph  to  enrolled  par¬ 
ticipants  on  a  predetermined  periodic 
rate  basis;  and 

(iii)  Provides  physicians’  services  pri¬ 
marily  (A)  directly  through  physicians 
who  are  either  employees  or  partners  of 
such  organization,  or  (B)  through  ar¬ 
rangements  with  individual  physicians  or 
one  or  more  groups  of  physicians  (orga¬ 
nized  on  a  group  practice  or  individual 
practice  basis) . 

(Sec.  314(a),  Public  Health  Service  Act;  42 
U.S.C.  246(a)). 

2.  Title  42  of  the  CFR  is  amended  by 
the  establishment  of  a  new  Part  100,  and 
the  addition  thereto  of  a  new  Subpart  A, 
to  read  as  follows; 

Subpart  A — Limitation  on  Federal  Participiition 
for  Capital  Expenditures 

Sec. 

100.101  Applicability. 

100.102  Definition. 

100.103  Expenditures  covered. 

100.104  Agreement;  general. 

100.105  Agreement;  designated  agency. 

100.106  Agreement;  procedures  for  agency 
review. 

100.107  Agreement;  criteria  for  agency  re¬ 
view. 


Sec. 

100.108  Determination  by  the  Secretary. 

100.109  Continuing  effect  of  determina¬ 

tions. 

Authority:  Sec.  1122,  Social  Security  Act; 
42  U.S.C.  1320a-l. 

Subpart  A — Limitation  on  Federal  Partici¬ 
pation  for  Capital  Expenditures 

§  100.101  Applicability. 

The  provisions  of  this  subpart  are  ap¬ 
plicable  to  agreements  entered  into  by 
the  Secretary  with  the  various  States 
pursuant  to  section  1122  of  the  Social  Se¬ 
curity  Act  (42  U.S.C.  Chap.  7),  and  to 
determinations  made  by  the  Secretary 
thereunder,  for  the  purpose  of  assuring 
that  Federal  funds  appropriated  under 
titles  V,  XVni,  and  XIX  of  the  Social 
Security  Act  are  not  used  to  support  un¬ 
necessary  capital  expenditures  made  by 
or  on  behalf  of  health  care  facilities  or 
health  maintenance  organizations  which 
are  reimbursed  under  any  of  such  titles 
and  that,  to  the  extent  possible,  reim¬ 
bursement  under  such  titles  shall  support 
planning  activities  with  respect  to  health 
services  and  facilities  in  the  various 
States. 

§  100.102  Definitions. 

(a)  “Act”  means  the  Social  Security 
Act,  as  amended  (42  U.S.C.  Chap.  7). 

(b)  “State”  means  any  of  the  several 
States,  the  District  of  Columbia,  Puerto 
Rico,  the  Virgin  Islands,  Guam,  American 
Samoa,  and  the  Trust  Territory  of  the 
Pacific  Islands. 

(c)  “Secretary”  means  the  Secretary 
of  Health,  Education,  and  Welfare  and 
any  other  officer  or  employee  of  the  De¬ 
partment  of  Health,  Education,  and  Wel¬ 
fare  to  whom  the  authority  involved  may 
be  delegated. 

(d)  “Person”  means  an  individual,  a 
trust  or  estate,  a  partnership,  a  cor¬ 
poration  (including  associations,  joint- 
stock  companies,  and  insurance  com¬ 
panies,  a  State,  or  a  political  subdivision 
or  instrumentality  (including  a  munici¬ 
pal  corporation)  of  a  State. 

(e)  “Health  care  facility”  includes 
hospitals,  psychiatric  hospitals,  tubercu¬ 
losis  hospitals,  skilled  nursing  facilities, 
home  health  agencies,  and  providers  of 
outpatient  physical  therapy  services  (in¬ 
cluding  speech  pathology  services)  as  de¬ 
fined  in  section  1861(e),  (f),  (g),  (j), 
(o) ,  and  (p) ,  respectively,  of  the  Act  (ex¬ 
cept  that  such  term  shall  not  apply  with 
respect  to  outpatient  physical  therapy 
services  performed  by  a  physical  ther¬ 
apist  in  his  office  or  in  a  patient’s  home) ; 
kidney  disease  treatment  centers,  includ¬ 
ing  freestanding  hemodialysis  units; 
intermediate  care  facilities  as  defined  in 
section  1905(c)  of  the  Act;  and  organized 
ambulatory  health  care  facilities  such  as 
health  centers,  family  planning  clinics, 
and  facilities  providing  surgical  treat¬ 
ment  to  patients  not  requiring  hospital¬ 
ization  (surgicenters),  which  are  not 
part  of  a  hospital  but  which  are  orga¬ 
nized  and  operated  to  provide  medical 
care  to  outpatients. 

(f)  “Health  maintenance  organiza¬ 
tion”  means  a  public  or  private  organi- 
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zation,  organized  under  the  laws  of  any 
State,  which 

(1)  Provides  or  otherwise  makes  avail¬ 
able  to  enrolled  participants  health  care 
services,  including  at  least  the  following 
basic  health  care  services:  Usual  physi¬ 
cian  services,  hospitalization,  laboratory, 
x-ray,  emergency  and  preventive  serv¬ 
ices,  and  out-of-area  coverage; 

(2)  Is  compensated  (except  for  co¬ 
payments)  for  the  provision  of  the  basic 
health  care  services  listed  in  subpara¬ 
graph  (1)  of  this  paragraph  to  enrolled 
participants  on  a  predetermined  pe¬ 
riodic  rate  basis;  and 

(3)  Provides  physicians’  services  pri¬ 
marily  (i)  directly  through  physicians 
who  are  either  employees  or  partners  of 
such  organization,  or  (ii)  through  ar¬ 
rangements  with  individual  physicians 
or  one  or  more  groups  of  physicians  (or¬ 
ganized  on  a  group  practice  or  individual 
practice  basis) . 

§  100.103  Expenditures  covered. 

Any  capital  expenditure  proposed  by 
or  on  behalf  of  any  health  care  facility 
or  health  maintenance  organization,  the 
obligation  for  which  is  incurred  by  or  on 
behalf  of  a  health  care  facility  or  health 
maintenance  organization  after  Decem¬ 
ber  31,  1972,  or  after  the  effective  date 
of  the  agreement  entered  into  pursuant 
to  §  100.104  by  the  Secretary  and  the 
State  in  which  the  health  care  facility 
or  health  maintenance  organization  is 
located  (which  effective  date  may,  at  the 
option  of  the  State,  be  earlier  than  the 
date  on  which  such  agreement  is  entered 
into  w’here  the  Secretary  finds  that  the 
procedure  utilized  by  the  State  for  re¬ 
view  of  proposed  capital  expenditures 
as  of  such  earlier  date  satisfies  the  re¬ 
quirements  of  section  1122  and  this  sub¬ 
part),  whichever  is  later,  is  subject  to 
this  subpart:  Provided,  that.  In  the  case 
of  a  health  care  facility  providing  health 
care  services  as  of  December  18,  1970, 
which  on  such  date  is  committed  to 
a  formal  plan  of  expansion  or  re¬ 
placement,  this  subpart  shall  not  apply 
with  respect  to  such  expenditures  as 
may  be  made  or  such  obligations  as 
may  be  incurred  for  capital  items 
included  in  such  plan  where  pre¬ 
liminary  expenditures  toward  the  plan 
of  expansion  or  replacement  (including 
payments  for  studies,  surveys,  designs, 
plans,  working  drawings,  specifications, 
and  site  acquisition,  essential  to  the  ac¬ 
quisition,  improvement,  expansion,  or 
replacement  of  the  health  care  facility 
or  equipment  concerned)  of  $100,000  or 
more,  had  been  made  during  the  three- 
year  period  ended  December  17,  1970. 

(a)(1)  For  purposes  of  this  subpart,  a 
“capital  expenditure”  is  an  expenditure, 
including  a  force  account  expenditure 
(i.e.,  an  expenditure  for  a  construction 
project  undertaken  by  the  facility  as  its 
own  contractor) ,  which,  under  generally 
accepted  accounting  principles,  is  not 
properly  chargeable  as  an  expense 
of  operation  and  maintenance  and 
which  (i)  exceeds  $100,000,  or  (ii) 
changes  the  bed  capacity  of  the  fa¬ 
cility  with  respect  to  which  such  ex¬ 
penditure  is  made,  or  (iii)  substantially 
changes  the  services  of  the  facility  with 


resE>ect  to  which  such  expenditure  is 
made. 

(2)  (i)  For  purposes  of  paragraph  (a) 
(1)  (i)  of  this  section,  the  cost  of  studies, 
surveys,  designs,  plans,  working  draw¬ 
ings,  specifications,  and  other  activities 
essential  to  the  acquisition,  improve¬ 
ment,  expansion,  or  replacement  of  the 
plant  and  equipment  with  respect  to 
which  such  expenditure  is  made  shall 
be  included  in  determining  whether  such 
expenditure  exceeds  $100,000. 

(ii)  For  purposes  of  paragraph  (a)(1) 
(i)  of  this  section,  where  the  estimated 
cost  of  a  proposed  project,  including  cost 
escalation  factors  appropriate  to  the  area 
in  which  the  project  is  located,  is,  within 
60  days  of  the  date  on  which  the  obliga¬ 
tion  for  such  expenditure  is  incurred, 
certified  by  a  licensed  architect  or  engi¬ 
neer  to  be  $100,000  or  less,  such  ex¬ 
penditure  shall  be  deemed  not  to  exceed 
$100,000  regardless  of  the  actual  cost  of 
such  project:  Provided,  that.  In  any  such 
case  where  the  actual  cost  of  the  project 
exceeds  $100,000,  the  health  care  faciUty 
or  health  maintenance  organization  on 
whose  behalf  such  expenditure  is  made 
shall  provide  written  notification  of  such 
cost  to  the  designated  planning  agency 
not  more  than  30  days  after  the  date  on 
which  such  expenditure  is  incurred.  Such 
notification  shall  include  a  copy  of  the 
certified  estimate. 

(iii)  For  purposes  of  paragraph  (a) 
(1)  (ii)  of  this  section,  a  capital  expendi¬ 
ture  which  “changes  the  bed  capacity” 
of  a  facility  means  a  capital  expenditure 
which  results  in  any  increase  or  decrease 
in  licensed  capacity  imder  applicable 
State  or  local  law,  or,  if  there  is  no  such 
law,  the  number  of  beds  in  a  given  fa¬ 
cility  as  of  January  1,  1973,  as  deter¬ 
mined  by  the  designated  planning 
agency. 

(iv)  For  purposes*  of  paragraph  (a) 
(1)  (iii)  of  this  section,  a  capital  expend¬ 
iture  which  “substantially  changes  the 
services”  of  a  facility  means  a  capital 
expenditure  which  results  in  the  addi¬ 
tion  of  a  clinically  related  (i.e.,  diagnos¬ 
tic,  ciirative,  or  rehabilitative)  service 
not  previously  provided  in  the  facility  or 
the  termination  of  such  a  service  which 
had  previously  been  provided  in  the 
facility. 

(V)  Any  change  in  a  proposed  capital 
expenditure  which  itself  meets  the  cri¬ 
teria  set  forth  in  this  paragraph,  shall, 
for  purposes  of  this  subpart,  be  deemed  a 
capital  expenditure;  Provided,  That  an 
increase  or  decrease  in  the  cost  of  a  pro¬ 
posed  capital  expenditure  which  increase 
or  decrease  is  not  related  to  a  change  in 
bed  capacity  or  a  substantial  change  in 
services  may,  at  the  option  of  the  OTsig- 
nated  planning  agency,  be  exempt  from 
review  under  this  subpart. 

(b)  Where  a  person  obtains,  under 
lease  or  comparable  arrangement,  or 
through  donation,  any  facility  or  part 
thereof,  or  equipment  for  a  facility,  the 
expenditure  for  which  would  have  been 
considered  a  capital  expenditure  and  sub¬ 
ject  to  exclusion  from  reimbursement 
under  titles  V,  XVIII,  and  XIX  of  the 
Act  pursuant  to  this  subpart  if  the  person 
had  acquired  it  by  purchase,  such  ac¬ 
quisition  shall  be  deemed  a  capital  ex¬ 


penditure  by  or  on  behalf  of  such  facility 
and  the  Secretary  shall,  subject  to  section 
1122(d)  of  the  Act: 

(1)  In  the  case  of  a  lease  or  compa¬ 
rable  arrangement,  (i)  in  computing 
such  person’s  rental  expense,  in  de¬ 
termining  the  Federal  payments  to 
be  made  imder  such  titles  V,  XVIII, 
and  XIX  with  respect  to  services 
furnished  in  such  facility,  deduct  the 
amount  which  in  his  judgment  is  a  rea¬ 
sonable  equivalent  of  the  amount  that 
would  have  been  excluded  if  the  person 
had  acquired  such  facility  or  equipment 
by  purchase;  and 

(ii)  In  computing  such  person’s  return 
on  equity  capital,  deduct  any  amount  de¬ 
posit^  under  the  terms  of  the  lease  or 
comparable  arrangement;  and 

(2)  In  the  case  of  a  donation  which  is 
carried  by  such  person  as  a  capital  asset, 
exclude  from  reimbursement  for  services 
provided  under  titles  V,  XVIII,  and  XIX 
any  amount  claimed  for  depreciation  on 
such  facility  or  equipment,  and  other 
costs  related  to  its  acquisition. 

(c)  Obligation:  An  obligation  for  a 
capital  expenditure  shall  be  deemed  to 
have  been  incurred  by  or  on  behalf  of  a 
health  care  facility  or  health  mainte¬ 
nance  organization 

(1)  When  an  enforceable  contract  is 
entered  into  by  such  facility  or  organi¬ 
zation  or  by  a  person  proposing  such 
capital  expenditure  on  behalf  of  such 
facility  or  organization  for  the  construc¬ 
tion,  acquisition,  lease  or  financing  of  a 
capital  asset;  or 

(2)  Upon  the  formal  internal  commit¬ 
ment  of  fimds  by  such  facility  or  orga¬ 
nization  for  a  force  accoimt  expenditure 
which  constitutes  a  capital  expend! tme;  . 
or 

(3)  In  the  case  of  donated  property, 
as  described  in  paragraph  (b)  of  this 
section  the  date  on  which  the  gift  is  com¬ 
pleted  in  accordance  with  applicable 
State  Law. 

(d)  A  determination  by  a  designated 
planning  agency  designated  in  the 
Agreement  described  in  S  100.104  that  a 
proposed  expenditure  is  not  a  capital  ex¬ 
penditure  within  the  meaning  of  section 
1122  of  the  Act  and  this  subpart,  or  that 
it  falls  within  the  exemption  described 
in  §  100.103,  or  that  it  Is  otherwise  not 
subject  to  review  under  section  1122  of 
the  Act,  shall  be  binding  upon  the  Sec¬ 
retary.  A  determination  by  such  an 
agency  that  a  proposed  expenditure  is  a 
capital  expenditure  subject  to  review 
under  section  1122  and  this  subpart  may 
be  appealed,  by  the  person  proposing 
such  expenditure,  to  the  Secretary.  Such 
appeal  may  be  made  at  any  time,  in  such 
form  and  manner  as  the  Secretary  may 
prescribe.  During  the  pendency  of  such 
appeal,  the  rtmning  of  all  time  periods 
specified  in  §  100.106  shall  be  suspended, 
except  that  nothing  in  this  paragraph 
shall  affect  the  requirement  that  written 
notice  of  the  intention  to  make  a  capital 
expenditure  subject  to  this  subpart  must 
be  received  by  the  designated  planning 
agency  not  less  than  60  days  prior  to  the 
date  on  which  the  expenditure  is  in¬ 
curred. 
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§100.104  Agreement ;  general. 

The  Secretary,  after  consultation  with 
the  Gtovemor  (or  other  chief  executive 
officer)  and  with  apropriate  public  offi¬ 
cials,  shall  make  an  Agreement  with  any 
State  which  is  able  and  willing  to  enter 
into  such  an  agreement  imder  which  a 
designated  planning  agency  (which  shall 
be  an  agency  described  in  §  100.105)  will 
submit  to  the  Secretary,  together  with 
such  supporting  materials  as  the  Secre¬ 
tary  may  require,  the  following: 

(a)  With  respect  to  each  capital  ex¬ 
penditure  proposed  by  or  on  behalf  of  a 
health  care  facility  or  health  mainte¬ 
nance  organization  in  such  State,  the 
findings  of  such  designated  planning 
agency  as  to  whether 

(1)  The  designated  planning  agency  or 
any  other  agency  described  in  §  100.105 
had  been  given  notice  of  such  proposed 
capital  expenditure  (in  accordance  with 
such  procedure  or  in  such  detail  as  may 
be  required  pursuant  to  §  100.106)  at 
least  60  days  prior  to  obligation  for  such 
expendltiire;  and 

(2)  Such  expendit\u:«  is  or  is  not  con¬ 
sistent  with  the  standards,  criteria,  or 
plans  devel(^)ed  pursuant  to  the  Public 
Health  Service  Act  (or  the  Mental  Re¬ 
tardation  Facilities  and  Community 
Mental  Health  Centers  Construction  Act 
of  1963)  to  meet  the  need  for  adequate 
health  care  flu:ilities  in  the  area  covered 
by  the  plan  or  plans  so  developed. 

(i)  In  reaching  such  findings,  the  des¬ 
ignated  planning  agency  shall  consult 
with,  and  take  Into  consideration  the 
findings  and  recommendations  of,  the 
other  agencies  described  in  §  100.105. 

(11)  Where  the  designated  planning 
agency  finds  that  such  expenditxire  is  not 
consistent  with  such  standards,  criteria, 
or  plans,  it  shall  submit  to  the  Secretary 
the  findings  and  recommendations  of  all 
such  other  agencies  with  which  it  has 
consulted. 

(b)  With  respect  to  each  proposed 
capital  expenditure  which  is  foimd  by  the 
designated  planning  agency  to  be  not 
consistent  with  the  standaifis,  criteria, 
or  plans  described  in  paragraph  (a)  of 
this  section,  its  recommendation  as  to 
whether  the  Secretary  should  either 

(1)  Exclude,  in  determining  the  Fed¬ 
eral  payments  to  be  made  under  titles  V, 
XVni,  and  yrx  of  the  Act  with  respect 
to  services  furnished  in  the  health  care 
facility  or  health  maintenance  organiza¬ 
tion  for  which  such  capital  expenditure 
is  made,  expenses  relate  to  such  capital 
expenditure  (in  accordance  with  section 
1122(d)(1)  of  ttie  Act);  or 

(2)  Not  exclude  such  expenses,  on  the 
ground  that  such  faciUty  or  organization 
has  demonstrated  proof  of  capability  to 
provide  comprehensive  health  care  serv¬ 
ices  efficiently,  effectively,  and  economi¬ 
cally,  and  that  such  an  exclusion  would 
discourage  the  operation  or  expansion  of 
such  facility  or  organization,  or  of  any 
facility  of  such  organization. 

(c)  With  respect  to  each  proposed 
capital  expenditure  which  is  found  by 
any  other  agency  described  in  §  100.105 
to  be  not  consistent  with  the  stand¬ 
ards,  criteria,  or  plans  described  in 
paragraph  (a)  of  this  section  within  the 
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field  of  responsibilities  of  such  other 
agency,  the  findings  and  recommenda¬ 
tions  of  such  other  agency. 

(d)  With  respect  to  each  proposed 
capital  expenditure  as  to  which  the  des- 
ig^ted  planning  agency  reaches  a  find¬ 
ing  contrary  to  that  reached  by  the  local 
area  planning  agency  described  in 
§  100.105(a)  (3),  a  statement  of  the  rea¬ 
sons  for  such  a  contrary  finding. 

§100.105  Agreement;  designated 
agency. 

(a)  The  designated  planning  agency 
designated  in  the  Agreement  shall  be  one 
of  the  following: 

(1)  "nie  State  agency  designated  or 
established  pursuant  to  section  314(a) 
of  the  Public  Health  Service  Act  as  the 
sole  agency  for  administering  or  super¬ 
vising  the  administration  of  the  State’s 
health  planning  functions  tmder  the  plan 
developed  pursuant  to  such  section  314 
(a). 

(2)  The  State  agency  designated  pur¬ 
suant  to  section  604(a)  of  the  Public 
Health  Service  Act  as  the  sole  agency  for 
the  administration  of  the  State  plan  de¬ 
veloped  pursuant  to  Title  VI  of  the  Pub¬ 
lic  Heal^  Service  Act. 

(3)  The  public  or  nonprofit  private 
agency  or  organization  responsible  for 
the  comprehensive  regional,  metropoli¬ 
tan  area,  or  other  local  area  plan  or  plans 
referred  to  in  section  314(b)  of  the  Pub¬ 
lic  Health  Service  Act  covering  the  area 
in  which  the  health  care  facility  or 
health  maintenance  organlzatldh  pro¬ 
posing  such  capital  expenditure  is  or  Is 
proposed  to  be  located  or,  if  there  is  no 
such  agency  covering  such  area,  such 
other  public  or  nonprofit  private  agency 
or  organization  which  is  found  by  the 
State  agency  referred  to  in  paragraph 
(a)  (1)  of  this  section  and  by  the  Secre¬ 
tary  to  be  performing  similar  fimctions. 

(b)  The  designated  planning  agency 
shall  have  a  governing  body  or  advisory 
board  at  least  half  of  whose  members 
represent  consumer  interests. 

§  100.106  Agreement;  procedures  for 
ageney  review. 

(a)  The  Agreement  shall  provide  for 
the  following  notification  and  review 
procedures: 

(1)  The  designated  planning  agency 
shall  establish,  maintain,  and  dissemi¬ 
nate  to  all  health  care  facilities  and 
health  maintenance  organizations  within 
the  State  procedures  under  which  timely 
written  notice  of  the  intention  to 
make  a  capital  expenditure  subject  to 
this  subpart  is  required  to  be  given 
(i)  to  the  designated  planning  agency, 
in  which  case  such  agency  shall  dis¬ 
tribute  copies  of  such  notice  to  those 
other  agencies  described  in  §  100.105 
whose  respective  fields  of  responsibility 
cover  the  proposed  expenditure,  or  (ii) 
simultaneously  to  the  designated  plan¬ 
ning  agency  and  to  those  other  agencies 
described  in  §  100.105  whose  respective 
fields  of  responsibility  cover  the  proposed 
expenditure.  Such  notice  shall  set  forth 
the  date  on  which  the  obligation  is  ex¬ 
pected  to  be  incurred,  and  must  be  re¬ 
ceived  by  the  designated  planning  agency 
not  less  than  60  days  prior  to  such  date. 
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(2)  Such  notice  shall  be  submitted  in 
such  form  and  manner  and  shall  con¬ 
tain  such  information  as  may  be  re¬ 
quired  by  the  designated  planning  agency 
to  meet  the  needs  of  all  the  agencies 
whose  respective  fields  of  responsibility 
cover  the  proposed  expenditure.  The 
designated  planning  agency  shall 
promptly  publicize  its  receipt  of  such 
notice  through  local  newspapers  and 
public  information  channels. 

(3)  If  the  notice  under  this  paragraph 
Is  found  by  the  designated  planning 
agency  to  be  incomplete,  such  agency 
shall  notify  the  person  proposing  the 
capital  expenditure  within  15  days  of  its 
receipt  of  such  incomplete  notice,  ad¬ 
vising  such  person  of  the  additional  in¬ 
formation  required.  Where  such  timely 
notification  of  incompleteness  is  pro¬ 
vided,  the  period  within  which  the 
agency  is  required  to  notify  the  person 
proposing  such  expenditure  that  such 
expenditiue  is  not  approved,  as  required 
by  section  1122(d)  (1)  (B)  (i)  of  the  Act 
and  paragraph  (a)  (4)  of  this  section, 
shall  run  from  the  date  of  receipt  by  the 
agency  of  a  notice  containing  such  ad¬ 
ditional  information. 

(4)  Except  as  provided  in  paragraph 
(a)  (3)  of  this  section,  the  designated 
plaimlng  agency  shall,  prior  to  the  date 
set  out  in  the  written  notice  of  intention 
submitted  pursuant  to  paragraph  (a)(1) 
of  this  section  as  the  expected  date  for 
the  obligation  of  the  proposed  expendi¬ 
ture  (but,  subject  to  the  provisions  of 
paragraph  (a)(3)  of  this  section  in  no 
event  later  than  90  days  after  the  re¬ 
ceipt  of  such  notice  unless  the  person 
proposing  the  capital  expenditure  agrees 
to  a  longer  period) ,  provide  written 
notification  to  the  person  proposing  such 
capital  expenditure  (i)  that  such  capital 
expenditiire  has  been  determined  by  such 
agency  to  be  in  conformity  with  the 
standards,  criteria  and  plans  described 
in  §  100.104(a)  (2) ;  or  (ii)  that  such 
agency  has  elected  not  to  review  the  pro¬ 
posed  capital  expenditure  (which  Sec¬ 
tion  shall  be  equivalent  to  a  determina¬ 
tion  by  such  agency  that  such  expendi¬ 
ture  is  in  conformity  with  such  stand¬ 
ards,  criteria,  and  plans) ,  in  which  event 
the  designated  planning  agency  shall  no¬ 
tify  the  Secretary  of  its  reasons  for  elect¬ 
ing  not  to  review  the  proposed  capital 
expenditure;  or  (iii)  that  such  agency 
after  having  consvilted  with,  and 
taken  into  consideration  the  findings 
and  recommendations  of,  the  other  agen¬ 
cies  described  in  §100.105  (to  the  extent 
that  such  proposed  capital  expenditure  is 
within  the  respective  fields  of  responsi¬ 
bility  of  such  other  agencies),  has  de¬ 
termined  that  the  proposed  capital  ex¬ 
penditure  would  not  be  in  conformity 
with  the  standards,  criteria,  or  plans 
described  in  §  100.104(a)  (2).  "ITie  failure 
of  the  designated  planning  agency  to  pro¬ 
vide  any  such  notification  within  the 
time  limitations  set  forth  above  shall 
have  the  effect  of  a  determination  de¬ 
scribed  in  paragraph  (a)  (4)  (i)  of  this 
section.  The  notification  described  in 
paragraph  (a)  (4)  (iii)  of  this  section 
shall  be  accompanied  by  a  statement 
of  the  designated  planning  agency’s 
proposed  recommendation  to  the  Sec- 
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retary  and  the  reasons  therefor,  a 
summary  of  the  findings  and  recom¬ 
mendations  of  the  other  agencies  with 
which  such  agency  has  consulted  pur¬ 
suant  to  paragraph  (a)  (4)  (iii)  of  this 
section  and  shall  provide  an  oppor¬ 
tunity  for  a  fair  hearing  with  respect 
to  the  findings  and  recommendations  of 
the  designated  planning  agency  at  the 
request  of  the  person  proposing  such 
capital  expenditure. 

(5)  Copies  of  the  findings  and  recom¬ 
mendations  of  the  designated  planning 
agency  shall  also  be  sent  to  the  other 
agencies  consulted,  and  shall  be  publi¬ 
cized  through  local  newspapers  and 
public  information  channels. 

(b)  Any  person  proposing  a  capital  ex¬ 
penditure  may  withdraw  his  previously 
filed  notice  of  proposed  capital  expendi¬ 
ture,  without  prejudice,  by  filing  simul¬ 
taneous  written  notification  of  such 
withdrawal  with  those  agencies  to  which 
he  gave  notification  pursuant  to  para¬ 
graph  (a)(1)  of  this  section,  at  any  time 
prior  to  his  receipt  of  notice  pursuant  to 
paragraph  (a)  (4)  (i),  (ii),  or  (iii)  of  this 
section. 

(c)  In  addition  to  any  other  hearing 
which  may  be  provided  by  an  agency  de¬ 
scribed  in  §  100.105  in  connection  with 
the  review  of  a  proposed  capital  expendi¬ 
ture  imder  this  subpart,  the  Agreement 
shall  provide  that  the  designated  plan¬ 
ning  agency  will  grant  to  a  person  pro¬ 
posing  a  capital  expenditure  an  oppor- 
timity  for  a  fair  hearing  with  respect  to 
the  findings  and  recommendations  of  the 
designated  planning  agency,  and  will  es¬ 
tablish  and  maintain  procedures  for  such 
appeal.  Such  procedmes  shall  Include, 
the  following: 

(1)  The  request  for  a  hearing  must  be 
made  in  writing,  to  the  designated  plan¬ 
ning  agency,  within  30  days  after  the 
date  on  which  the  person  proposing  the 
capital  expenditure  receives  notice  of  an 
adverse  finding  or  recommendation  of 
the  designated  planning  agency. 

(2)  The  hearing  shall  be  commenced 
within  30  days  after  receipt  of  the  re¬ 
quest  described  in  paragraph  (c)(1)  of 
this  section  (or  later,  at  the  option  of  the 
person  requesting  the  hearing) ,  and 
shall  be  conducted  in  accordance  with 
the  applicable  requirements  of  State  law 
and  agency  or  person,  other  than  the 
designated  planning  agency,  as  the  Gov¬ 
ernor  (or  other  chief  executive  officer  of 
the  State)  may  designate  for  that  pur¬ 
pose:  Provided.  That  no  agency  which  or 
person  who  has  taken  part  in  any  prior 
consideration  of  or  action  upon  the  pro¬ 
posed  capital  expenditure  may  conduct 
such  hearing. 

(i)  The  hearing  shall  be  open  to  the 
public  and  shall  be  publicized  through 
local  newspapers  and  public  information 
channels. 

(ii)  The  person  proposing  the  capital 
expenditure,  the  other  agencies  described 
in  5  100.105,  and  other  interested  parties, 
including  representatives  of  consumers 
of  health  services,  shall  be  permitted  to 
give  testimony  and  present  arguments  at 
the  hearing. 

(iii)  A  record  of  the  proceedings  shall 
be  kept  in  accordance  with  the  require¬ 


ments  of  applicable  State  law  and  copies 
of  such  record  together  with  copies  of  all 
documents  received  in  evidence,  shall  be 
available  to  the  public  for  inspection  and 
copying:  Provided,  That  any  person  who 
requests  copies  of  such  material  may  be 
required  to  bear  the  costs  thereof. 

(3)  As  soon  as  practicable,  but  not 
more  than  45  days  after  the  conclusion  of 
a  hearing,  the  hearing  officer  shall  notify 
the  person  who  requested  the  hearing, 
the  designated  planning  agency,  the 
other  agencies  described  in  §  100.105  who 
participated  in  the  hearing,  and  other 
interested  parties  at  the  discretion  of  the 
hearing  officer,  of  his  decision  and  the 
reasons  therefor.  Such  decision  shall  be 
publicized  through  local  newspapers  and 
public  information  channels.  In  the  event 
that  the  hearing  officer  fails  to  provide 
notice  as  required  above  within  45  days 
after  the  conclusion  of  a  hearing,  such 
failure  to  provide  notice  shall  have  the 
effect  of  a  finding  that  the  proposed  cap¬ 
ital  expenditure  is  in  conformity  with 
the  standards,  criteria,  and  plans  de¬ 
scribed  in  §  100.104(a)  (2) . 

(4)  Any  decision  of  a  hearing  officer, 
arrived  at  in  accordance  with  this  para¬ 
graph,  shall,  to  the  extent  that  it  reverses 
or  revises  the  findings  or  recommenda¬ 
tions  of  the  designated  planning  agency, 
supersede  the  findings  and  recommenda¬ 
tions  of  the  designated  planning  agency: 
Provided,  That  where  judicial  review  of 
such  decision  is  obtained,  the  final  deci¬ 
sion  of  the  reviewing  court,  to  the  extent 
that  it  modifies  the  findings  and  recom¬ 
mendations  of  the  designated  planning 
agency,  shall  to  such  extent  supersede 
the  findings  and  recommendations  of 
the  designated  planning  agency. 

(5)  To  the  extent  that  any  decision  of 
a  hearing  officer  pursuant  to  this  para¬ 
graph  requires  that  the  designated  plan¬ 
ning  agency  take  further  action,  such 
action  shall  be  completed  by  such  date 
as  the  hearing  officer  may  specify.  Fail¬ 
ure  by  the  designated  planning  agency 
to  complete  such  action  by  such  date 
shall  have  the  effect  of  a  finding  that 
the  proposed  capital  expenditure  is  in 
conformity  with  the  standards,  criteria, 
and  plans  described  in  §  100.104(a)(2). 

§  100.107  Agreement;  criteria  for 
agency  review. 

The  Agreement  shall  set  forth  the  cri¬ 
teria  tmder  which  the  designated  plan¬ 
ning  agency  and  the  other  agencies 
described  in  §  100.105  shall  evaluate  pro¬ 
posals  for  capital  expenditures  for  pur¬ 
poses  of  this  subpart  to  determine  their 
conformance  with  the  applicable  stand¬ 
ards,  criteria  and  plans  referred  to  in 
§  100.104(a)  (2).  Such  criteria,  to  the  ex¬ 
tent  provided  for  under  such  standards, 
criteria,  or  plans,  shall  include  the 
following: 

(a)  Whether  the  proposed  project  is 
needed  or  projected  as  necessary  to  meet 
the  needs  in  the  community  in  terms  of 
health  services  required:  Provided.  That 
projects  for  highly  specialized  services 
(such  as  open-heart  surgery,  renal  trans- 
plantatiCHi,  or  radiation  therapy)  which 
vrill  draw  from  patient  population  out¬ 
side  the  community  in  which  the  project 


is  situated  will  receive  appropriate  con¬ 
sideration; 

(b)  Whether  the  proposed  project  can 
be  adequately  staffed  and  operated  when 
completed; 

(c)  Whether  the  proposed  capital  ex¬ 
penditure  is  economically  feasible  and 
can  be  accommodated  in  the  patient 
charge  structure  of  the  health  care  fa¬ 
cility  or  health  maintenance  organiza¬ 
tion  without  imreasonable  increases;  and 

(d)  Whether  the  project  will  foster 
cost  containment  or  improved  quality  of 
care  through  improved  efficiency  and 
productivity,  including  promotion  of 
cost-effective  factors  such  as  ambulatory 
care,  preventive  health  care  services, 
home  health  care,  and  design  and  con¬ 
struction  economies,  or  through  in¬ 
creased  competition  between  different 
health  services  delivery  systems. 

§  100.108  Determination  by  the  Secre¬ 
tary. 

(a)  Except  as  provided  in  paragraph 

(b)  of  this  section,  if  the  Secretary 
determines  that  (1)  the  designated  plan¬ 
ning  agency  has  not  been  given  timely 
notice  of  intention  to  make  a  capital  ex¬ 
penditure  in  accordance  with  §  100.106, 
or  (2)  that  the  designated  planning 
agency  has,  in  accordance  with  the  re¬ 
quirements  of  section  1122  of  the  Act  and 
this  subpart,  submitted  to  tiae  Secretary 
its  finding  that  such  expenditure  is  not 
consistent  with  the  standards,  criteria, 
or  plans  described  in  §  100.104(a)  (2) 
then,  for  such  period  as  he  deems  neces¬ 
sary  to  effectuate  the  purpose  of  section 
1122  of  the  Act,  he  shall,  in  determining 
the  Federal  payments  to  be  made  imder 
titles  V,  XVm,  and  XIX  of  the  Act  to 
such  health  care  facility  or  health  main¬ 
tenance  organization,  exclude  expenses 
related  to  such  capital  expenditure. 

(b)  Notwithstanding  the  provisions  of 
paragraph  (a)  of  this  section,  if  the 
Secretary,  after  submitting  the  matters 
involved  to  the  National  Advisory  Health 
Coimcil  on  Comprehensive  Health  Plan¬ 
ning  Programs  (established  pursuant  to 
section  316  of  the  Public  Health  Service 
Act,  42  U.S.C,  247a)  and  after  taking  into 
consideration  the  recommendations  of 
the  designated  planning  agency  and  the 
other  agencies  described  in  $100,105  with 
respect  to  such  expenditure,  determines 
that  an  exclusion  of  expenses  related  to 
any  capital  expenditure  of  any  health 
care  facility  or  health  maintenance 
organization  would  discourage  the  opera¬ 
tion  or  expansion  of  such  facility  or 
organization,  or  of  any  facility  of 
such  organization,  which  has  demon¬ 
strated  to  his  satisfaction  proof  of  capa¬ 
bility  to  provide  comprehensive  health 
care  services  efficiently,  effectively,  and 
economically,  or  would  otherwise  be  in¬ 
consistent  with  the  effective  organization 
and  delivery  of  health  services  or  the 
effective  administration  of  titles  V, 
XVIII,  or  XIX  of  the  Act,  he  shall  include 
such  expenses  in  Federal  payments  under 
such  titles. 

(c)  Upon  making  a  determination 
under  this  section  the  Secretary  will 
promptly  notify  the  person  proposing 
such  capital  expenditure,  the  designated 
planning  agency,  and  the  other  agencies 
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described  in  §  100.105  with  which  the  des¬ 
ignated  planning  agency  has  ccxisulted, 
of  such  determination  and  the  basis  for 
such  determination. 

(d)  Any  person  dissatisfied  with  a 
determination  by  the  Secretary  under 
section  1122  of  the  Act  or  this  subpart 
with  respect  to  a  particular  capital  ex¬ 
penditure  may,  within  six  months  follow¬ 
ing  the  date  of  such  determination,  re¬ 
quest  the  Secretary  to  reconsider  such 
determination. 

(1)  Such  request  for  reconsideration 
shall  be  in  writing,  addressed  to  the 
Secretary  of  Health,  Education,  and  Wel¬ 
fare  or  to  any  officer  or  employee  of  the 
Department  of  Health,  Education,  and 
Welfare  to  whom  the  S^retary  has  dele¬ 
gated  responsibility  to  receive  such  re¬ 
quests,  and  shall  set  forth  the  groimds 
based  upon  the  record  of  the  proceedings 
and  any  issues  of  law,  upon  which  such 
reconsideration  is  requested. 

(2)  Reconsideration  will  be  based 
upon  the  record  of  the  proceedings,  which 
shall  consist  of  the  findings,  recommen¬ 
dations  and  supporting  materials  sub¬ 
mitted  to  the  Secretary  by  the  designated 
planning  agency  (including  the  findings 
and  recommendations  of  other  agencies) 
which  relate  to  the  findings  and  recom¬ 
mendations  involved,  the  record  of  the 
hearing  provided  by  the  designated  plan¬ 
ning  agency,  if  any,  and  of  any  judicial 
proceedings,  the  materials  submitted  in 
connection  with  such  request,  and  such 
comments  as  the  Secretary  may  request 
from  the  designated  planning  agency. 

(3)  Notice  of  any  reconsidered  deter¬ 
mination  under  this  paragraph  shall  be 
sent  to  the  designated  planning  agency 
and  the  person  requesting  such 
reconsideration. 

(e)  A  determination  by  the  Secretary 
Is,  under  section  1122  of  the  Act,  not  sub¬ 
ject  to  administrative  or  judicial  review. 

§.109.109  Continuing  effect  of  determi¬ 
nations. 

(a)  Except  in  the  case  of  a  long-term 
construction  plan  of  the  type  described 
in  paragraph  (b)  of  this  section,  where 
the  designated  planning  agency  has 
found  that  a  proposed  capital  expend¬ 
iture  is  in  conformity  with  the  stand¬ 
ards,  criteria,  and  plans  described  in 
§  100.104(a)(2),  the  obligation  for  such 
capital  expenditure  shall  be  incurred  not 
more  than  one  year  following  the  date  of 
such  finding,  or  such  shorter  period  as 
may  be  required  by  applicable  State  law: 
Provided,  That  in  the  absence  of  any 
State  law  to  the  contrary,  the  designated 
planning  agency  may,  piursuant  to  a 
showing  of  good  cause  by  the  person  pro¬ 
posing  such  expenditure,  extend  the  pe¬ 
riod  during  which  such  obligation  must 
be  Incurred  for  up  to  an  additional  six 
months.  If  no  such  obligation  is  incurred 
within  such  period,  the  designated  plan¬ 
ning  agency’s  approval  shall,  for  pur¬ 
poses  of  this  subpart,  be  deemed  to  be 
terminated  upon  the  expiration  of  such 
period. 

(b)  In  the  case  of  any  plan  for  capital 
expenditures  proposed  by  or  on  behalf 
of  a  health  care  facility  or  health  main¬ 
tenance  organization  under  which  a 
series  of  obligations  for  capital  expendi¬ 
tures  for  discrete  compKjnents  of  the  plan 


Is  to  be  incurred  over  a  period  longer 
than  one  year,  the  designated  planning 
agency  may  re^ew  and  approve  or  disap¬ 
prove,  for  purposes  of  this  subpart,  those 
of  such  capital  expenditures  which  it 
estimates  wlU  be  Incurred  within  three 
years  following  the  date  of  such  approval 
or  disapproval. 

(c)  (1)  In  any  case  in  which  the  Secre¬ 
tary  has  determined  pursuant  to  a  find¬ 
ing  by  the  designated  planning  agency 
that  a  proposed  capital  expenditure  is 
not  in  conformity  with  the  standards, 
criteria,  or  plans  described  in  §  100.104 
(a)  (2) ,  that  expenses  related  to  such 
capital  expenditure  shall  not  be  Included 
in  determining  Federal  payments  under 
titles  V,  XVm,  and  XLX  of  the  Act  the 
health  care  facility  or  health  mainte¬ 
nance  organization  to  whom  such  i>ay- 
ments  are  made  shall  be  entitled,  upon 
its  request  to  the  designated  planning 
agency  in  such  form  and  manner  and 
supported  by  such  information  as  such 
agency  may  require,  to  a  reconsidera¬ 
tion  by  the  designated  planning  agency 
of  such  finding: 

(1)  Whenever  there  is  a  substantial 
change  in  existing  or  proposed  health 
facilities  or  services,  of  the  type  pro¬ 
posed,  in  the  area  served  by  such  facility 
or  organization ;  or 

(il)  Upon  a  substantial  change  in  the 
need  for  facilities  or  services,  of  the  type 
proposed,  in  the  area  served  by  such  fa¬ 
cility  or  organization,  as  refiected  in  the 
standards,  criteria  or  plans  referred  to 
in  §  100.104(a)  (2) ;  or 

(iii)  At  any  time  following  the  expira¬ 
tion  of  three  years  from  the  date  of  the 
finding  of  the  designated  planning 
agency  or  of  its  last  reconsideration  of 
such  finding  pursuant  to  this  paragraph, 
whichever  is  later. 

(2)  (i)  If,  upon  reconsideration  of  its 
finding  pursuant  to  this  paragraph,  and 
after  consulting  with  and  taking  into 
consideration  the  findings  and  recom¬ 
mendations  of  the  other  agencies  de¬ 
scribed  in  §  100.105,  the  designated  plan¬ 
ning  agency  finds  that  the  facilities  or 
services  provided  by  such  capital  expend¬ 
iture  are  in  conformity  with  the  stand¬ 
ards,  criteria,  and  plans  described  in 
§  100.104(a)  (2)  it  shall  promptly  so  no¬ 
tify  the  Secretary  and  the  person  sub¬ 
mitting  such  request. 

(ii)  If  the  designated  planning  agency, 
upon  such  reconsideration,  reaffirms  its 
previous  finding,  the  procedure  set  forth 
in  §  100.106  following  an  initial  deter¬ 
mination  shall  be  followed. 

(3)  Upon  notification  by  a  designated 
planning  agency  of  a  revised  finding  in 
accordance  wilii  paragraph  (c)  (2)  of 
this  section,  the  Secretary  will  include, 
in  determining  future  payments  under 
titles  V,  XVIII,  and  XIX  of  the  Act,  ex¬ 
penses  related  to  such  capital  expendi¬ 
ture.  Such  expenses  will  be  included  for 
periods  following  the  date  of  such  noti¬ 
fication  only,  and  amounts  previously 
excluded  shall  not  be  taken  into  account 
in  determining  Federal  payments  under 
titles  V,  XVm,  and  XIX  of  the  Act. 

§  100.110  Payment  by  S<HTOIary  of  costs 
of  agency  review. 

(a)  In  accordance  with  section  1122(c) 
of  the  Act,  the  Secretary  will  pay  to  each 


designated  planning  agency,  from  the 
Federal  Hospital  Insurance  Trust  Fimd, 
an  amount  for  each  fiscal  year  beginning 
with  the  fiscal  year  ending  June  30, 1974, 
to  be  determined  as  follows: 

(1)  The  Secretary  will  determine,  on 
the  basis  of  information  furnished  to  him 
by  the  designated  planning  agency  and 
such  other  information  as  may  be  avail¬ 
able  to  him,  (i)  the  amount  of  fimds, 
both  Federal  and  non-Federal,  which  will 
be  expended  in  such  State  during  such 
fiscal  year  to  carry  out  sections  314(a) 
and  (b)  of  the  Public  Health  Service  Act, 
and  (ii)  the  amount  of  such  funds  which 
will  be  expended  for  the  purpose  of  cost 
containment. 

(2)  The  amount  to  be  paid  to  each 
designated  planning  agency  under  this 
paragraph  will  be  computed  by  multiply¬ 
ing  the  lesser  of  (i)  the  amount  deter¬ 
mined  pursuant  to  clause  (ii)  of  para¬ 
graph  (a)(1)  of  this  section  or  (ii)  50 
percent  of  the  amoimt  determined  pur¬ 
suant  to  clause  (i)  of  paragraph  (a)(1), 
of  this  sectiwi,  by  the  percentage  ob¬ 
tained  by  dividing  the  total  amoimt  of 
Federal  expenditures  for  hospital  and 
nursing  home  services  imder  Titles  V, 
XVm  and  XIX  of  the  Act  in  such  State 
by  the  total  amoimt  of  all  expenditures 
for  hospital  and  nursing  home  services, 
from  whatever  source  in  such  State,  This 
computation  shall  utilize  data  from  the 
latest  fiscal  year  for  which  all  necessary 
data  are  available,  as  determined  by  the 
Secretary. 

(3)  The  percentage  for  each  State  ob¬ 
tained  by  dividing  the  total  amount  of 
Federal  expenditures  for  hospital  and 
nursing  home  services  under  Titles  V, 
XVUI  and  XIX  of  the  Act  in  such  State 
by  the  total  amount  of  all  expenditures 
for  hospital  and  nursing  home  services 
from  whatever  source  in  such  State  for 
each  fiscal  year  will  be  published  in  the 
Federal  Register  as  soon  as  practicable 
following  the  beginning  of  such  fiscal 
year. 

(b)  Each  designated  planning  agency 
shall  be  responsible  for  making  payments 
from  funds  paid  to  it  by  the  Secretary 
pursuant  to  paragraph  (a)  of  this  section 
to  the  other  agencies  described  in 
§  100.105  in  such  State.  The  method  for 
computing  such  pa3anents  shall  be  de¬ 
scribed  in  the  Agreement  entered  into 
pursuant  to  §  100.104. 

(c)  The  Secretary  shall  from  time  to 
time  make  payments  to  a  desig.iated 
planning  agency  of  all  or  a  portion  of  the 
amount  determined  pursuant  to  imra- 
graph  (a)  of  this  section,  in  advance  or 
by  way  of  reimbursement  as  provided  in 
the  Agreement,  to  the  extent  he  deter¬ 
mines  such  payments  necessary  to  pro¬ 
mote  the  carrying  out  of  the  purposes  of 
section  1122  of  the  Act  in  such  Statff». 

Such  payments  shall  be  subject  to  ad¬ 
justments,  on  account  of  overpayments 
or  imderpayments  previously  made,  in 
accordance  with  the  Agreement. 

(d)  The  designated  planning  agency 
shall  keep  such  records  and  accounts, 
and  furnish  such  reports  to  the  Secre¬ 
tary,  as  may  be  required  pursuant  to  the 
Agreement. 

I FR Doc.73-23947  Filed  11-12-73:8:46  am] 


FEDERAL  REGISTER,  VOL.  38,  NO.  218 — TUESDAY,  NOVEMBER  13,  1973 


